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(54) STABILIZED COMPOSITION COMPRISING BENZIMIDAZOLE-BASED COMPOUND 

(57)Abstract: 

PROBLEM TO BE SOLVED: To obtain the subject 
composition capable of further stabilizing a solid drug 
preparation for internal use comprising a benzimidazole-based 
compound by formulating the benzimidazole-based compound 
and a specific substance. 

SOLUTION: This composition is obtained by formulating (A) 
a benzimidazole- based compound of formula I (Hetl is of 
formula II; Het2 is of formula III; Rl and R2 are each H, 
methoxy or difluoromethoxy; R3 is H or sodium, R4 to R6 are 
each H, methyl, methoxy, methoxypropoxy or trifluoroethoxy) 
(e.g. rabeprazole of formula IV) with (B) a substance selected 
from e.g. a sodium carbonate, sodium hydroxide, potassium 
hydroxide, crospovidone, at preferably 0.01-20 pts.wt per 
pt.wt. of the ingredient A. It is also possible to make a drug 
preparation by coating a core composed of the above 
composition with an intermediate film, enteric film or 
moistureproof film. 
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99.7 


99. V 9JU 




4C"076*Rll 


97.8 


98.S 98.3 




40'C-?S*RH 


99.4 
83* 


86.7 85.1 



*©£*tt>W±*4c4«, ^6^*4. 
[ 0 0 2 8] ttA#4>Kttf b >DX#tfK ><t>2)1 
"TOK^f 16-18 flf &ftfc¥*5jfi8««tt 10 

sxjwwat? 5%r-&* i ^^«9Lrfe«<cnxu 
2 5 *cta»s« 7 5 w««^«^4 

£9*«rl*fll/fe, -tot**, WttSS 1 urn. 1 2 
ii m . 6 jj m© * 0 * * tr K > ? 4tt*K>K»t* 

It. Si, 1.61. 1,45, IMTC&ofc. >D^tF 
4, 

[ 0 0 2 9] ■i^JI«KBuft:l(M(Clkbft:IWBtt 

*. 2 5 - CtWiUt7 59i^liilBlilffl/fca(C, SA 

xw* U re* ■SttKM 

SflOOia*«5M4*» ft-*. 2. 8 8%. 2. 2 394TT'£ 30 

fc. Jg£fi£8S t IfttBtt AK^iia «ttB UfcttN 
It. S^ttaWKBS^'Jitklxl/'CB^l/ < i^tifcl 
±©**lt*1lt l 4Ci«. fl&3^C*4. 
[ 0 0 3 0 ] TiatdjnT*tt«2 1-2 3 r-fi^ftfe? 

fl»f»CX4 0*Cffistfffl*7 5%1? 
& * dlWBff L, fcfftfcitt 1/ . 4 0 X««fiUt 7 5 % 

<t>^ nitanuttiM, mm±&mm&mcB 
m> *>mmm$M£nm u tern . mBHt&mm 

ttttKHA {*y ^JUT'fejf-Jl'Vx^iUT 40 

x. ?i?D2-^ #^»«HK^4v> ^&JDt4NStt£ 
ItetfflOfcttitoKMttS, 1- 15. 1. 0 

3. l. \2X'&^tc Q m£&&Mt$mti$J&<om% 

[0 0 3 1 ] *1>X4 %. ?v~)i,&it£m&&m?m 
2 6*CfS6nfc. ^WifiKftfefi^S^^^P^^fH' 50 



fc 0 jBB(bfHgiK)» 1 8ppm, 1 9 0 pm 3 

1 OpprfCft* * P*#b' r >^^*Dl/fcal&J<^t7)ISJi 
&*0. 6 5%> 0. 8 8%, 1. 13% 

[ 0 0 3 2 ] $ fc t SViHtf MA* 2 0 1 pp*t?*4 

i?D^*b'K>i ptmwu aHMM-h'j^^taan 

USfiQS : *ttflO, 0. 0 2%, 0. 0 5%, 0. 10 

tM. mtmfrvvQwm&sfr. o. 02 

%. 0. 0 5*. 0. 1 0%r'*4afi£ft*<OiHKfkfe 
&kt. %*t % 2 0 1 pm 1 8 4ppw. 1 0 8 ppuu Oppm 
t* 0 , EMS* ^ l ) 0 k®3m&$ < 4 ft£ . jAB 

[ 0 0 3 3] V±0>£ t*6, ^ y*/-**ffc 

> oj^#tr K>tairy4ftt®tt*^K*a»ik 

[ 0 0 3 4] 

« 1 4*^ *»Bji*s c n6 $ n 4*>w t?«4 1 

[ 0 0 3 5 ] Wi&M 1 

y^y MJ *A 1 0 firK*B^ ^ A 1 0 

jfStfv>j.h-;H 00g*ftl>LHdl/ft^6. 
^-^CC?gjgUft:b KP*^'7"Pb # ^'feJUD-X2. 5 

1 0 mc^tr 1 II 1 2 0 m g <D&%\&ntCo 

[0036] mmz 

CCt FD+WnejU^^^jUD-^* u- h 1 0 
[0 03 7]*5&««3 

mm i titfcw«c, skMjfifittnm^c t r p 

[0038] *te«4-9 

^^^^ yv-^^ h »J -5 A 1 0 ff ICfcBW ^ y " 
1 0 gS^>-HJH5-9 0 g ^ ^ *Q^. ^ U 
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Hltt&Httt/fc. Sfc. MfC, 7>i^jH 0 0 tr 
ocx £ y - .'UK ufct h"D + ^>^o b\'l -fer;U o - X 
2g^^^^^^^553iS4 : £!f^, **** 



) 4M2 0 0 0-3 5 5 54 0 

16 

0 magtf 1 It 1 0 0 - 5 m zQ>mm%tc. 

[0 03 9] 
[«6] 













saw* 








>0.0 


10.0 


(0.0 


H) .0 


10.0 


1O.0 












6.0 


s.u 


10.0 




-r^.- f — iu 


82.0 


30j0 


20.O 


25,0 


15.0 


20-0 






2.0 


1-0 


0.7 


1,0 


0,7 


1,0 






<M.O 


4! 0 


3D .7 


41.0 


30.7 


41.0 








S2.0 


1 


52-0 


02.1 


52-0 








1.0 


1.2 


i.ti 


1.2 


1.0 




cAiti 


0.0 


SS.il 




53.0 


53.3 


S3.0 






5.0 


5.0 


5.0 


5.0 


3.0 


5.0 






l.E 


1.5 


1.S 


U5 


1.5 


1 J5 






6.5 


6.5 




6.5 


ft. 6 


6.5 






100-5 


1O0.5 


m,n 


100.5 


160.5 


J 00.5 





[ 0 0 4 0 ] 1 0-12 
*HBj>DA#tf K>**0. 2. 



5. 5«0!>3**A 



[ 0 0 4 1] 
[«7] 







** -l ^ 




MRU ^SWJW 




jRjfcNttCCB 
'TVSI — /u 


10.0 
5.0 

25.0 
LO 


10.0 

s.o 

2S.0 
1.0 


10.0 
0.0 
25.0 
1.0 




(/J*) 


41,0 




41.0 






1. 1 


54.4 
l.L 


52.0 
L0 






5«,0 


55. S 


R3.0 






1.5 


2.5 
l,o 


5.0 
1.5 






1.5 


4.0 


6.5 






100.5 


100.5 


100,5 





[ 0 0 4 2] mm 13-14 

a i o o ff kkbw i* y * ao - 5 0 g , >^ k 

79. 3-84. 3e\ £a;s#b'K>4. 2gSC>A 
r 7 'J y**"? a 1 . 5 i? £S 



St? 1 & 1 0 0 m Gr4>ttM€f*fe. 
[ 0 0 4 3] 
[£8] 









10.0 10.0 




5.0 




84.3 79.3 




4.2 4.2 




1.5 1.5 




100,0 100,0 





[ 0 044] mm 1 5 

=^=, y «? A l 0 0 (ffcWW h l» 9 A 5 

0 g^A?7 'J y * A 2 g fifl *.J: < 



7 V-.'^ h 'J 1 0 mc^tT ! 1 0 0 m g ®tt*l 
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(10) WH2000-355540 
17 18 
[0 045] * * [*9] 















10,0 






5.0 






0.2 










— /i. 








4.2 






2.3 




C/MM 








l.£ 






LOO.O 





[0 04 e ] UfaMl 6- 1 8 l^l/fc£**#fc'K>i*, B A S FttG>WiBt?*> 

?^=> MJ £ A 1 0 0 ffKTO(iS©H&* *J • a 'J K>C L < 5 1 Ji m) . =»J 

-*20g££>f-£U. 3 eO^^rMVKTy*!/-* ^ttMA (6*iffi) T'*>&. 
A £ HjOft, till 1/ r * 1 0 UL7nt JlSlCy^y V - [ 0 0 4 7] 

)l+ h VOJU* 1 Qwdtt 1 &6 5 oi g0MKIIfc« * [* 1 0 ] 

gig w^^^/gffl^ 

^y^fT^FRJ^ io3 io,o io.o 

^P^t'hX^'JhVCL) 52.7 

^fl-»*fcrpv(3j||»VCLM) - 52.7 

^o^trKV^UK^CLMO^A) - - S2.7 

tKP^>rcrb*/V-til/Qw^ 2.0 2.0 2d 

^2Z2>Skl£ikS± o.'i o.3 0:3 

i±E2 _ 65,0 65.0 66.0 

WS£:mg 

r 'j f -? a W**Ti8tt«>+Blft«* [ 0 0 4 8] 
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(ii) 



19 



mm 



HIT) 



IE 



ti 

EBfl 



*ttfW"WCrA 0.1 
5.0 

*Zgjjsd8s£&^2£ Li 



70.0 



1.6 



8.0 
0.75 
0.06 



!0.i? 
36.2 

•U 
5.0 
2.0 
l 



Kg 



8.0 
0.8 
075 
0.4 
0.06 



10.0 



5.0 

o.e 

M 

5,0 



-Mi 



4MRI2 0 0 0-35 5 540 

20 



[o 049] mzm 1-23 *ttttmmekKcd(t3iBHA <h*> *6fl»8tt* 

*si4*raftM^tei/fei€a^«U3^ cofiaucjis [ o o 5 0 ] 











&mm3 


Jxfeft 






3lii 


3U» 






27.7 


27.7 


27.7 






5.0 


5.0 


5.0 






0,S 


0.5 


0.5 






65.0 


$fi.<> 


65.0 






3.0 


3.0 


3.0 
















8,0 


8.0 


8.0 






0.3 


0-3 


0.8 






0.75 




0,75 






0.* 


M 


0.* 






0.05 


0.05 


0-05 






IM 




10.0 




SIS 
















10.0 








S8.0 


88.0 





[0 05 1 ] ^0*2 4-26 40 »fc, 

v >j 0 utmm\ttoMv>ntt& to* 10 0 5 2 j 
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02) 

21 





MTM24 


^«25 


fttMStf " 




10.0 


10.0 


10.0 






36.9 


3G.9 


^c^Keyv<lNF-lo) *l 


(4.0 










14.0 




^ts^tffc'KW^K^CLM) *3 






J4.0 




14.0 


14.0 


14.0 




0.5 


0,5 


0.5 




8.5 


2.5 


2.5 




2.0 


2.0 


2.0 




U 


LI 


M 




70.0 


70.0 


70.0 











G3SNfcfcSft;i8ppm) 

(iia«totft:l90l9iA) 



2 0 0 0-35 554 0 



[0 05 3]*tt«2 7 ■ 
4 3. 5 fir, t KO+*^oejU-b*P-A6g*llllit 
* (*Bffc^h 5t>£x*/-,'UtCjgS?3Hi 

[005 4] *5S«28 



f d £ s >7' P tfjHsJl; P-^<L fftS<?>^ f*T l ) 

«a*x > ✓ - *tt*»M£tua *h i * t: x * u - 

[0055] XUM29 

rof>7'P b"^>* ^tz^O— A. P r2 — ^6 0 
0 0 SO' * A £ £i*Wir * X * U - 1/ . Wfift 



A 6 1 K 47/30 
47/33 

// C 0 7 D 401/12 



IE* 



F ! 

A 6 1 K 47/30 
47/38 
C 0 7 D 401/12 



f-73-h* tfrtf > 



8«ft^< i#nT±»iS252Cr- 4 
KMUUVJ I IBBT^W £ ^ 15 
***^<tf?tittK5-2-27 



(72)BW* §i|f3 ft 

F 3? - A 4C053 MCI BB08 CC26 CP1Z EE01 

4C076 M45 BB01 CC16 DD25 DD30 

DD37 DP38 DP41 DD51 EE13 

EE32 FF25 
4C086 AA01 BC39 G407 Q\Q$ ft*03 

RA05 M*34 1*52 N403 ZA58 

ZC41 
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